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- T/ie MAILING DATE of this communication appears on the cover sheet with the correspondence address » 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communicationfs) filed on 31 December 2001 . 
2a)D This action is FINAL. 2b)0 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-23 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 




5>l I Claim(s) is/are allowed. 

6) E3 Claim(s) 1-23 is/are rejected. 

7) l~1 Claimfs) is/are objected to. 

8) 1 I Claimfs) are subiect to restriction and/or election reauirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

10)KI The drawinafs) filed on 31 December 2001 is/are: a)S accepted or b)l I objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 1 )□ The proposed drawing correction filed on is: a)[ ! approved bifH disapproved bv the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 1 1 9 and 1 20 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)K|AII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) [3 information Disclosure Statement(s) (PTO-1449) Paper No(s) 6. 6) □ Other: 
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DETAILED ACTION 

Examiner acknowledges receipt or declaration and preliminary amendment filed 12/31/01 
and IDS filed 09/20/02. 

Claim Rejections - 35 USC§112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 18-20 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

3. Claims 8-20 provides for the use of two opposite enantiomeric forms of a monomer, but, 
since the claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it merely 
recites a use without any active, positive steps delimiting how this use is actually practiced. 

Claims 18-20 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101 . See for 
example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 
255F.Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1-5, 7-10, 13 are rejected under 35 U.S.C. 102(b) as being anticipated by Okihara 
et al. (J. Macromol. Sci. Phys. (1991) B30 (1 & 2)1 19-140, submitted on form PTO-1449). 

Okihara discloses a stereocomplex mixture poly(L-lactide) and poly(D-lactide) and the 
mixture comprises equimolar amounts of the L- and D-lactide forms (abstract and page 120, 
paragraph 1). The mixture inherently forms hydrogel. Regarding instant claims 3-5, 8-10 and 
13, the stereocomplex of Okihara would inherently have the instant property since the property 
of a composition cannot be separated from the composition. 

-6 Claims4-J0,44-and-21-2^ 

Hennink et al. (WO 98/00170, cited on form PTO-1449). 

Hennink discloses a biodegradable hydrogel that contains hydrolysable bonds and where 
the hydrogel consists of two interpenetrating polymer networks interconnecting to one another 
through hydrolysable spacers (abstract). In Hennink, (poly)glycolic acid and/or (poly)lactic acid 
spacers are introduced between polymerizable methacrylate groups and dextran (page 7, lines 
24-27 and page 8). The hydrogel is prepared by a radical polymerization in the presence of 
tertiary amine and persulfate initiator ( page 9, lines 14-23). Increasing degree of substitution 
(DS) yields a more cross-linked network (page 9, lines 31-34). Drugs are loaded onto the 
hydrogel during polymerization or cross-linking (page 10, lines 24 and 25). The hydrogel of 
Hennink are applied as microspheres of varying sizes (page 10, lines 26-34). See also examples 
1-5 for preparation of hydrogels. The teachings of Hennink meet the limitations of the claims. 



Application/Control Number: 09/913,967 
Art Unit: 1615 



Page 4 



Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in whichthe invention was made. 

8. Claim 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hennink et al. 
(WO 98/00170, cited on form PTO-1449). 

Henninlcclearly teaches the instant hydrogel composition. Hennink teaches that 
increasing degree of substitution (DS) yields a more cross-linked network (page 9, lines 31-34). 
Hennink does not teach a degree of substitution of 3-25 as recited in instant claim 1 1 . There is 
no comparable example to demonstrate that a degree of substitution of 3-25 provides unusual 
results. Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to prepare a stereocomplex hydrogel that has appropriate degree of 
substitution since according to the teaching of Hennink degree of substitution is related to how 
cross-linked the polymer network is. One having ordinary skill in the art would have been 
motivated to prepare a stereocomplex hydrogel composition with a varying degree of 
substitution with the expectation of obtaining a hydrogel with the desired cross-linked network. 

9. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Okihara et al. (J. 
Macromol. Sci. Phys. (1991) B30 (1 & 2)1 19-140, submitted on form PTO-1449). 

Okihara teaches the stereocomplex hydrogel composition of the instant invention except 
that Okihara is silent on the length of the monomers. There is no comparable example to 
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demonstrate that an average length of 7-1 5 monomers provided unusual results. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
prepare a stereocomplex hydrogel composition that comprises any length monomers since 
Okihara appears to teach all lengths. One having ordinary skill in the art would have been 
motivated to take a mixture of lactides having the appropriate lengths with the expectation that a 
stereocomplex hydrogel will form. 

10. Claims 15-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over De Jong et 
al. (Macromolecules, 1998, 31:6397-6402, provided by applicants on form PTO-1449) in view of 

Brannon^Eeppas-(Jnt.^ 

De Jong discloses preparation of stereocomplexes homo- or copolymers of D- and L- 
lactides and further discloses that stereocomplex formation is also observed in blends of L- 
lactide/e-caprolactone and D-lactide/e-caprolactone (abstract and page 6397). Synthesis of the 
stereocomplex begins with preparing the oligomer in the presence (2-(methoxyethoxy)ethanol 
(MEE)) initiator and stannous octoate catalyst (page 6399). De Jong does not teach 
incorporating active ingredient in the stereocomplex. However, Brannon-Peppas discloses that 
copolymers of polylactic acid are drug carriers (abstract). Regarding the sequence or preparing 
the drug containing hydrogel, selection of any order of the preparation steps in instant claims 15- 
17 is obvious in the absence of unexpected results showing that the order recited in the claims 
provides unusual results. Therefore, it would have been obvious to one of ordinary skill in the at 
the time the invention was made to include an active ingredient in the hydrogel composition of 
De Jong since Brannon-Peppas teaches that lactide hydrogels can be drug carriers. One having 
ordinary skill in the art would have been motivated to include active agents in the lactide 
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hydrogel formulation of De Jong with the expectation that the stereocomplex lactide hydrogel 
would serve as a carrier. 

1 1 . The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicants' cooperation is requested in correcting any errors of 
which applicants may become aware in the specification. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is 703-308-8374. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner b y tele phone are uns uccessfuL_the_examiner-s 

supervisor, Thurman K. Page can be reached on 703-308-2927. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3592 for regular 
communications and 703-305-3592 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1234. 



Patent Examiner 
Tech. Center 1600 
July 26, 2003 



Blessing Fubara 




